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‘EKd0)0 kayakiwv 2 EX014
Capsule diluent 2 EX014

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0vOeon avagopdc / Reference formula

Bdon / Basis: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

2TEATIKO HayvroLo 19
Magnesium stearate

TA&AKNG 39
Talc
AnvAo apapBoaitou 96 g

Maize starch

MNeprypagn okevadopatog / Preparation description
A€LKH KOVLG.
White powder.

References: [1]

Apaon kat xpAon / Action and use
Bdon r; BonOnTikd €K60YO yla MEPALTEPW MOPACKEVEC. Agv LloBeTe(TaL TO (6Lo BUD peTd MPoodrikn 6pacTLKAG.
Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]
Mpobiaypagéc / Specifications
A€LKH KOVLG.

White powder.

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavolc atudéoealpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility
T&AKNG: n avtiotolxn kKabapn MpwTn 0AN Katd JP elval mpakTIKE adldAvtn oTo vEPD.
Talc: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikrig vypaciag yla To TeAkd okeDaopa. ATtogebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHAETWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

A€V TEKUNPLWVETOL EMTPENTH Beppokpaatakn anékAlan i KOKAOG KaTtdywugng/andyuéng. OL Beppokpaoieg
MOPACKEVAC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kaiL cupBatoTnTa / pH and compatibility

Agv amnodidetal pH otnv Enpd poper. Tuxdv pH avaAuTikol eKXLA{OUATOC HETPATOL HOVO HE TNV KaBopLopévn
uédodo.

No pH is assigned to the dry dosage form. Any analytical-extract pH requires the specified method.

References: [1]

AAAeGg aAAnAembpaoclg / Other interactions

Aev napéxetal mARPNS 60K ouUBaTdTNTAC TOL PiyHATOG UE MPSOBeTa dPATTIKA 1 dLapopeTIkA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwpLloTH Tekunplwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information
TEAKNG: MPWTN VAN UE XOPAKTNPLOUS SLAALTATNTAC OTO VEPS «MPAKTLIKA adLldAvtn» Katd JP.
Talc: raw-material water solubility is classified as practically insoluble by JP.

References: [4]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon o xwWpo/dldtagn mov neplopifel Slaomopd Koviwv, e mpooTaaia
0QOAAHWY- 0 TUTIOG AVATVELOTIKAG TpooTaciag kaBop(letal and tTn ocLYKeEKPLUEVN €KBEDN.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [1], [2], [5]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn moptida avagopds: 100 g. MpwTo ovotaTikéd: TTEATIKO payvriolo, 1 g. EAéyEte aveEdptnTa Tn
XNUIKA Hopor, TIG HOVADdECG Kal KABe KALUdKwaon mpwy and Coylon.

QC evdLapeTo, PEPEL ELBLAKPLTN TAVTATNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dpuako. H apaiwon A
npooBikn 6pacTtikig anattel véo umoAoylopd ekdOXwWvY, cuvtApnong Kat BUD. EAéyEte éTL kKGO eEapTwpevn Bdaon
€xel anodeoueLOEL.

Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KkBEONG KL AMOTEAECTUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowela elgédouv
NG agloAdynong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUSC KlvdOvou.

Znueio eAéyyou amodéopevonG: aveEdpTnTn enaAri®evon mg avd povada, cuvoAlkol aplBuol HovVEdwWY Kat
MIkpdTEPNG COYLONG. H opolopopeia pdlag 6ev LTOKABLGTAE TNV OPOLOPOP Pl TTEPLEKTLKOTNTAC OTIOL aUTH
anatteltat. Kataypdyte dladoxr YEWHETPLKAG apaiwong Kal ano@uyr SlaxwpLopol KovLWy.

Reference batch: 100 g. First ingredient: Magnesium stearate, 1 g. Independently check chemical form, units and
every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: independently verify mg per unit, total unit count and smallest weighable quantity. Mass
uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

References: [1], [8], [10]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdulEn: Tavtonoinon xNUIKAG HOPPAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal EAEyY0oC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaciec Katl N oelpd MPoaBAKNG elval avTéG TNG
napakdTw Sladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [11], [5]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 6 pAveg umd TG oLVBRKEG TNG MNYHG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

EmAeyHEVOC YEVIKOG Kavovag: €wg 180 nuépeg otoug 20-25 °C yia atepe 1§ Un LOATIKA PN MOOLUN HopPQr, LE
TeEKUNPWHEYVN aw <0,6. H apxikh nowdtnta/vypaoia, n npootacia and e{codo vepol Kat N QUOLKH KATAAANAGTNTA
npénel va vrootnpi{Couv autr TNV Katnyopla.

To éplo BLBALOYPAPLKAG ava@opdc Tng napoldoac ékdoong elval n ouvtopdTtePn HETAED TNG MapPATAVW BLAPKELAG
nmnNyAg Katl Tov YeVkoL opiov. MNa napdtaon anatte{tal TeKunEiwan mov KaAOTTEL
dpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oeppokpacia, LEBODO evdelKTIK 0TABEPOTNTAG KaL, Yia LOATLKNA
EMEKTAON, TNV AMALTOOPEVN UikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLoT& 0TO MAAPEG Ke{peVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA TO dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVIX CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP TIOA HETA TOLC EAEYXOULG.

0O yevIKOG Kavovag anoTeAel ouvtnpeNTikd OpLlo emMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH gOvBeon, TN CLVTAPNON KOl TLG EMTPENOUEVECG BEpoKpaaiec. H
T aw dgv mMPoKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napackedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLUEVNG o0vBeanC umopel va XpnoLlomolelTal wg 0dnydc: KataypdeeTal pnTtd we ekTiunon Kat éxt we
pétpnon. Apei{BoAn f oplakr Ta&vounon amnattel l6iké tekuriplo  KATAAANAN wétpnon. H nuepounvia teAtkol
okevdopaTog dev vepPaivel Tn dlaBéoun nuepopnvia TWv NN MAPATKEVAOUEVWY CUOTATIKWY/BAOEWY, EKTOC av
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAk oOvBeon.

Period reported by source: 6 months under the source conditions.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for aqueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [11], [6], [7], [9], [11]

Mpoamaitovpeva / Prerequisites

Agv anotteltal xwploth BAon PE KWOLKS HNTPWOUL. TuxOv gumnoptkd dxnUa MAPAUEVEL TO AKPLBEC KaTOVOUALOUEVO
npotév tou nivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.
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References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/Omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav undpyel O€ppavan, dpyava oyKopéTpNong yla noodtnteg mL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.

References: [1]

M£0ob60¢ mapaokevng / Compounding method

Avouigte nepinov éva Tp{To apOAOL HE OTEATIKS HayVAOLO, KATOTILY TAAKN. EvOwHaTWoTE dLadoxikd Ta dAAa 600
Tpl{ta. AvauLEn 15-30 min avdAoya Pe MOCHTNTA O AVAUIKTN KWOOUEVOL CWHATOG 1 Lydl{o udvo yia Hkpéc
MooOTNTEG.

Mix about one third of the starch with magnesium stearate, then talc. Incorporate the remaining two thirds
successively. Mix for 15-30 min depending on quantity in a tumbling mixer, or a mortar for small quantities only.

References: [11], [3]

Mapatnpnoelg / Observations

H teAwkr} mooétnta ival n Bdon tou mivaka obvBeong. Kataypdeovtal mpayuaTikh andédoaon, Tuxdv anwAELEG Kal
amokA{oELG 0TO @UANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging
AdLapavég BACo oe dpoaepd, Enpd xwpo. Aev dlveTtal aplBunTtikd 0pOG.
Opaque jar in a cool dry place. No numerical temperature range is given.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

NevkA KéVLG.

H néBobog, To 6pLo amodoyxrc, N MPAYHATIKA TIUA Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
attioAdynon.

White powder.
Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [10]

®0Aain / Storage
AdLagavéc Balo os dpoaepd, Enpd xwpo. Aev dlveTal aplBunTiké 0poOC.
Opaque jar in a cool dry place. No numerical temperature range is given.

References: [1]
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AwaOeon / Dispensing

Evbldueon Bdon yia epyaotnplakr xprion. H evowpdtwon 6paotikic anattel véo éAeyxo obvBeong, pH,
ouvTtApNong kat BUD tou teAtkol mpoidvTtog.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

‘Exdox0 kayakiwv 2 EX014

Epyaotnplakn Baon - OxL Gueon xopriynon

Nocétnta: _ Noptiba:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTa:

®OAOEN: AdLagavéc Balo ae bpooepd, ENpd xwpo. Agv dlveTal aplBUnTIkS €0poC.
©eppokpaoia yla To BUD auTtig tng naptidag:

Capsule diluent 2 EX014

Compounding base - not for direct administration

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Opaque jar in a cool dry place. No numerical temperature range is given.
Temperature for this batch BUD:

References: [1]

v9 _controls / v9_controls

To aplBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AeyY0 BLdpKELaC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal WG eEAANVIKY vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AVEEGPTNTN EAANVLKN KOl ayYALKH andédoon/opydvwaon oToXelwy TNG ava@epdevnc MNYNG. Aev anoteAel enlonun petdgpaaon i €ykpLon Tou
€kdOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc ka1 mapanopunég / Sources and references

[1] FN/2003/EX/014 EXCIPIENTE N.2 2 PARA CAPSULAS

FN/2003 * nAekTpovikd kel{pevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_014.pdf

[2] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[3] PN/L/OF/002/00 MEZCLADO DE POLVOS

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmaceuticas/pn_|_o
f_002_00.pdf

[4] MHLW - Japanese Pharmacopoeia XVIII: Talc

JP XVIII, 2021; English text | Printed p. 1772; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[6] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[71 lllinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[8] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[9] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[10] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[11] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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